WO 98/04705 



- 38 - 



PCT/FR97/01412 



Claims 



10 



15 



20 



25 



30 



35 



Pharmaceutical composition intended for the 
treatment or prevention of a papillomavirus infection or 
tumor, which comprises, as therapeutic agents: 

(1) at least Bne polypeptide from the early region of a 
papillomavirttes^and at least one polypeptide from the 
late region of a papillomavirus, 

(2) at least one polypeptide from the early region of a 
papillomavirus, at leastNme polypeptide from the 
late region of a papillomavirus and at least one 
polypeptide having immunostimulat&ry activity, or 

(3) at least one polypeptide from an early or late 
region of a papillomavirus and at least ^oSe-^poly- 
peptide having immunostimulatory activity. 

2. Pharmaceutical composition according to Claim 1, 



charaot ex , ±gb d inf — fefeafc- the polypeptide from the earl: 
region of a papillomavirus is derived from the/£6 
protein, from the E7 protein or from the E6 £t&d E7 
proteins of a papillomavirus. 

3* Pharmaceutical composition according 

. oharQetoriz od — in — feh a t— the polypeptide 
region of a papillomavirus 



to Claim 2, 
the early 
variant of 



the E6 and/or E7 proteii 
4. Pharmaceutical compos it 

Cla - imo 1 to jT cfcitiracto£i 2 

Tome 



the late region of a papi 
LI protein, from the ^JW^g^rotein 
proteins . 

5. Pharmaceutical comcitpsition 

C laims --! — to 



omavirus . 

according to o n e "Of 
the polypeptide from 
s is derived from the 
r from the LI and L2 



irmaceu^ical comp 
o — 



ccording to one — of 
in — fe ha - t ■ the polypeptide 
having an imxptfnostimulatory Activity is selected from the 
group consisting of interleukin-2, interleukin-7 , 
interleyAcin-12 and the co-adhesion molecules B7.1 and 
B7 . 2 . + 

6. / Pharmaceutical composition according to Claim 5, 
-ej&aracterigod — *n — t - hat ~ the polypeptide having immuno- 
stimulatory activity is derived from interleukin-2. 
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7 . Pharmaceutical composition according to Claim 5 

■o r J 6 9 cha r act o r i z% d — .that— the polypeptide having 

immunostimulatory activity is derived from the molecule 
B7.1. 

8. Pharmaceutical composition according to one — o£ 

(1) a polypeptide from the E6 region, a polypeptide from 
the E7 region, a polypeptide from the Ll region and 
a polypeptide from the L2 region of a papilloma- 
virus, / 

(2) a polypeptide from the E6 region, a polypeptide from 
the E7 region of a papillomavirus and a ^polypeptide 
derived from interleukin-2, / 

(3) a polypeptide from the E6 region, a polypeptide from 
the E7 region of a papillomavirus/and a polypeptide 
derived from the moleeule B7.1,/ 

(4) a polypeptide "from the ECS region, a polypeptide from 
the E7 region of a papillomavirus, a polypeptide 
derived from the molecul/fe B7 . 1 and a polypeptide 
derived from interleukin-2\ ~ 

(5) a polypeptide from the^Eg^re^xon, a polypeptide from 
the E7 region *§^w^ypeptide from the Ll region, a 
polypepfcAd^rrom the L2 region of a papillomavirus 
and a polypeptide/ derived froim interleukin-2, 

(6) a polypeptide fjrom the E6 region^ a polypeptide from 
the E7 region/ a polypeptide from the Ll region, a 
polypeptide /from the L2 region of a papillomavirus 
and a polypeptide derived from the molecule B7.1, or 

(7) a polypeptide from the E6 region, a polypeptide from 
the E7 Region, a polypeptide from the Ll region, a 
polypeptide from the L2 region of a papillomavirus, 
a polypeptide derived from the molecule B7.1 and a 
polypeptide derived from interleukin-2. 

/ Pharmaceutical composition according to -one — of 
ayl" to 8 -r-~'Tfl» rac fcnTn4-ffi«iiil i n h/hrai -. rtrS papillomavirus 
/Selected from the>> HPV-16, HPV-18, HPV-31, HPV-33 

10. Pharmaceutical composition intended for the 

treatment or prevention of a papillomavirus infection or 
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tumor, which, comprises, as therapeutic agent (s), one or 
more recombinant vectors into which there are inserted 
DMA fragments coding for: 

(1) at least one polypeptide from the early region of a 
5 papillomavirus and at least one polypeptide from the 

late region of a papillomavirus, 

(2) at least one polypeptide from the early region of a 
papillomavirus, at least one polypeptide from the 
late region of a papillomavirus and at least one 

10 polypeptide having an iromunostimulatory activity, or 

(3) at least one polypeptide from an early or late 
region of a papillomavirus and at least one poly- 
peptide having an i mmunos t imulatory activity; 

said DMA fragments being placed under the control of the 
15 elements necessary for their expression in a host cell or 
organism. 

11. Pharmaceutical composition according to Claim 10, 

characterized in that said polypeptides have the charac- 
teristics defined in Claims 2 to 9. 
20 12. Pharmaceutical composition according to Claim 10 

* or 11, — ch a ract e ris e d in that —the recombinant vector is a 
viral vector which can be derived from the genome of a 
virus selected from poxviruses, adenoviruses, retro- 
viruses, herpesviruses and adeno- associated viruses. 

25 13. Pharmaceutical composition according to Claim 12, 

ui) ere/ ^ 

characterized in - that - the recombinant vector is derived 
from a poxvirus selected from the group consisting of 
vaccinia virus, canarypox virus and fowlpox virus. 

14. Pharmaceutical composition according to Claim 13, 
30 ^e haract e ri z od in tha t the recombinant vector is derived 

from a vaccinia virus selected from the Copenhagen, Wyeth 
and modified Ankara (MVA) strains. ^ 

15. Pharmaceutical composition according to Claim p3 
or 14, eh aract er iaod in that - the elements essential for 

35 the expression of the DNA fragments coding for said 
polypeptides comprise a promoter of a gene of a vaccinia 
virus selected from the promoters of the thymidine kinase 
(TK) , 7.5K, H5R and K1L genes. 

16. Pharmaceutical composition according to Claim 14 



* 
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•oa? — 3r5r— char a c te r i z ed in that t lie recombinant vector is 
derived from a vaccinia virus of the Copenhagen strain 
and in that the DNA fragments coding for said polypep- 
tides are inserted into the TK locus and/ or the K1L locus 
5 of said vaccinia virus. 

17 . Pharm^^uticj^l composition according to Claim 14 
or 15/ charact e r ized — in — that- the recombinant vector is 
derived from a vaccinia virus of the MVA strain and in 
that the DNA fragments coding for said polypeptides are 

10 inserted at the level of any of the excision zones 
selected from the I, II, III, IV, V and VI excisions of 
said vaccinia virus. 

18. ^| Pharmaceutical composition according to one of 
■ Claims £(T Lo 17 1 intended for the treatment or prevention 

15 of a papillomavirus infection or tumor, characterized in 
that it comprises one or more recombinant vectors derived 
from the Copenhagen or MVA strain of a vaccinia virus 
into which there are inserted: 

(1) a DNA fragment coding for the E6 protein of a 
20 papillomavirus, a DNA fragment coding for the E7 

protein of a papillomavirus and a DNA fragment 
coding for the molecule B7.1, 

(2) a DNA fragment coding for the E6 protein of a 
papillomavirus, a DNA fragment coding for the E7 

25 protein of a papillomavirus and a DNA fragment 

coding for inter leukin- 2 , 

(3) a DNA fragment coding for the E6 protein of a 
papillomavirus, a DNA fragment coding for the E7 
protein of a papillomavirus, a DNA fragment coding 

30 for the molecule B7 . 1 and a DNA fragment coding for 

interleukin-2 , 

(4) a DNA fragment coding for the E6 protein of a 
papillomavirus, a DNA fragment coding for the E7 
protein of a papillomavirus, a DNA fragment coding 

35 for the LI protein of a papillomavirus and a DNA 

fragment coding for the L2 protein of a papilloma- 
virus, 

( 5 ) a DNA fragment coding for the E6 protein of a 
papillomavirus, a DNA fragment coding for the E7 
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'-0 
in 



• protein of a papillomavirus, a DNA fragment: coding 
for the LI protein of a papillomavirus, a DNA 
fragment coding for the L2 protein of a papilloma- 
virus and a DNA fragment coding for the molecule 
5 B7.1, 

(6) a DNA fragment coding for the £6 protein of a 
papillomavirus, a DNA fragment coding for the E7 
protein of a papillomavirus, a DNA fragment coding 
for the LI protein of a papillomavirus, a DNA 

10 fragment coding for the L2 protein of a papilloma- 

virus and a DNA fragment coding for interleukin-2, 
or 

(7) a DNA fragment coding for the E6 protein of a 
papillomavirus, a DNA fragment coding for the E7 

15 protein of a papillomavirus, a DNA fragment coding 

for the Ll protein of a papillomavirus, a DNA 
fragment coding for the L2 protein of a papilloma- 
virus, a DNA fragment coding for the molecule B7.1 
and a DNA fragment coding for interleukin-2 . 
20 19. Pharmaceutical composition according to one — of- 

C laims 10 — to — $rhr intended for the prevention of a 
papillomavirus infection or tumor, characterized in that 
it comprises one or more recombinant vectors derived from 
the Copenhagen or MVA strain of a vaccinia virus, into 
25 which there are inserted: 

(1) a DNA fragment coding for the Ll protein of a 
papillomavirus, a DNA fragment coding for the L2 
protein of a papillomavirus and a DNA fragment 
coding for the molecule B7.1, 
30 (2) a DNA fragment coding for the Ll protein of a 
papillomavirus, a DNA fragment coding for the L2 
- protein of a papillomavirus and a DNA fragment 
coding for interleukin-2, or 
(3) a DNA fragment coding for the Ll protein of a 
35 papillomavirus, a DNA fragment coding for the L2 

protein of a papillomavirus, a DNA fragment coding 
for interleukin-2 and a DNA fragment coding for the 
molecule B7 . 1 • 
20. Pharmaceutical composition according to <one — 



10 



» 
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^^mp 10 t-^ — ^-Q r c> arfln t; Ag;Uorq — A n f-\*m*~- the recombinant: 
vector is alive or killed. 

21. Pharmaceutical composition according to ^ona_~o£ — 
- Claims — 3r—^fco — 20*7 cAag ^t e ^ ze lf^n , that — it — comprise s — BT 
pharmaceutically acceptable carrier allowing its adminis- 
tration by injection into humans or into animals. 

22. Pharmaceutical composition according to one of 
Claims 1 to 21, as a mediqament for the treatment or 
prevention of cancer of the\neck of the uterus, of a 
dysplasia of the neck of low \rade and of a papilloma- 
virus infection. 






